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Post Graduate Thesis |No
Type of Trial Interventional
Type of Study Drug
Study Design Randomized, Parallel Group Trial
Public Title of Study [Study of the effect of Hydroxychloroquine in addition to standard therapy in COVID-19 patients
Scientific Title of Open labelled Randomised controlled trial to study the effect of Hydroxychloroquine in addition to
Study standard therapy in COVID-19 patients
Secondary IDs if Any |Secondary ID Identifier
NIL NIL
Details of Principal Details of Principal Investigator
Investigator or overall Name SALIL GUPTA
Trial Coordinator - -
(multi-center study)  |Pesignation HOD AND CONSULTANT (MEDICINE AND NEUROLOGY)
Affiliation COMMAND HOSPITAL AIRFORCE
Address MEDICAL DIVISION COMMAND HOSPITAL AIRFORCE AGRAM
POST
Bangalore
KARNATAKA
560007
India
Phone 8197751281
Fax
Email chickusalil@yahoo.com
Details Contact Details Contact Person (Scientific Query)
Person (Scientific Name SALIL GUPTA
Query)
Designation HOD AND CONSULTANT (MEDICINE AND NEUROLOGY)
Affiliation COMMAND HOSPITAL AIRFORCE
Address MEDICAL DIVISION COMMAND HOSPITAL AIRFORCE AGRAM
POST
KARNATAKA
560007
India
Phone 8197751281
Fax
Email chickusalil@yahoo.com
Details Contact Details Contact Person (Public Query)
Person (Public Query) Name SALIL GUPTA
Designation HOD AND CONSULTANT (MEDICINE AND NEUROLOGY)
Affiliation COMMAND HOSPITAL AIRFORCE
Address MEDICAL DIVISION COMMAND HOSPITAL AIRFORCE AGRAM
POST
KARNATAKA
560007
India
Phone 8197751281
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Source of Monetary or
Material Support

Primary Sponsor

Details of Secondary
Sponsor

Countries of
Recruitment

Sites of Study

Details of Ethics
Committee

Regulatory Clearance
Status from DCGI

Health Condition /
Problems Studied

Intervention /
Comparator Agent

Inclusion Criteria

Source of Monetary or Material Support

> COMMAND HOSPITAL AIRFORCE BANGALORE

Primary Sponsor Details

Name

COMMAND HOSPITAL AIRFORCE

Address

AGRAM POST BANGALORE PIN 560007

Type of Sponsor

Other [INDIAN AIRFORCE HOSPITAL]

Name Address

NIL NIL

List of Countries

India

Name of Principal Name of Site Site Address Phone/Fax/Email

Investigator

SALIL GUPTA COMMAND HOSPITAL [AGRAM POST 8197751281

AIRFORCE BENGALURU 560007

Bangalore chickusalil@yahoo.com
KARNATAKA

Name of Committee

Approval Status

Date of Approval

Is Independent Ethics
Committee?

INSTITUTIONAL Approved 31/03/2020 No

ETHICS COMMITEE

COMMAND HOSPITAL

AIRFORCE

INSTITUTIONAL Approved 12/08/2020 No

ETHICS COMMITEE

COMMAND HOSPITAL

AIRFORCE

Status Date

Not Applicable No Date Specified

Health Type Condition

Patients Coronavirus as the cause of diseases classified
elsewhere

Type Name Details

Intervention

Hydroxychloroquine sulphate

Hydroxychloroquine sulphate
tablets will be given in the dose
of 400 mg twice on day 1 and
then 400 mg once in a day for
04 days daily to the patients
who meets the inclusion criteria

Comparator Agent

No drug

Hydroxychloroquine will not be
given to control group. These
patients will be managed as per
standard protocol.

Inclusion Criteria

Age From 14.00 Year(s)

Age To 99.00 Year(s)

Gender Both

Details a. Patients with oxygen saturation (SPOZ2) less than 95%

b. Respiratory rate is more than 20/min
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Exclusion Criteria

Method of Generating
Random Sequence

Method of
Concealment

Blinding/Masking
Primary Outcome

Secondary Outcome

Target Sample Size

Phase of Trial

Date of First
Enrollment (India)

Date of First
Enrollment (Global)

Estimated Duration of
Trial

Recruitment Status of
Trial (Global)

Recruitment Status of
Trial (India)
Publication Details
Brief Summary

c. Pulse rate more than 90/min

d. Imaging evidence of lung infection in the form of Reticulonodular
opacities, ground-glass opacities, consolidation and Acute
Respiratory Distress Syndrome (ARDS)

Exclusion Criteria

Details

a. Asymptomatic patients

b. Patients with mild illness (not satisfying inclusion criteria)
c. Patients allergic to chloroquine

d. Patients less than 14 years of age

e. Patients unwilling for informed consent

f. Pateints with prolonged QTc interval on ECG

Computer generated randomization

An Open list of random numbers

Open Label

Outcome Timepoints
number of days of hospitalization discharge

Qutcome Timepoints

death

days to normalization of Sa0O2

days to normalization of pulse rate less than
90/min

number of days of requirement of oxygen
number of days from admission to ventilator
requirement

number of days on ventilator and occurrence of
side effects

death or discharge

Total Sample Size=32
Sample Size from India=32

Final Enrollment numbers achieved (Total)=Applicable only for Completed/Terminated trials
Final Enrollment numbers achieved (India)=Applicable only for Completed/Terminated trials

N/A

13/04/2020

No Date Specified

Years=0
Months=6
Days=0

Not Applicable

Not Yet Recruiting

will be published in indexed medical journal
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